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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-5, 8, 10-16, 18, 20-27, 29, 31 and 32 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Ackeret et al. (US Pat. 6,319,253 B1 ) in view of 
Sohngen (US Pub. 2003/0195515 A1). 

Ackeret et al. disclose an intramedullary nail (Fig. 1 , ref. 1a) (abstract) for use 
with a first fastener and a second fastener for use in orthopaedic surgery, said nail 
comprising a body (Fig. 1, ref. 1a) defining a longitudinal axis thereof, the body having a 
continuous edge (Fig. 1a, edge near refs. 4 and 5) defining an aperture (Fig. 1a, refs. 4 
and 5) therethrough, the continuous edge having opposed straight parts (Fig. 1a, near 
ref. 6) and curved parts (Fig. 1a, refs. 4 and 5), the aperture having a first portion 
defined by the opposed straight parts of the continuous edge (Fig. 1) for cooperation 
with the first fastener to provide dynamic fixation and having two spaced cylindrical end 
portions (Fig. 1a, end portions near refs. 4 and 5) defined by the curved parts of the 
continuous edge for cooperation with the second fastener to provide static fixation (Fig. 
1a), the first portion of the aperture lying between the cylindrical portions of the aperture 
(Fig. 1a), the cylindrical portions of the aperture having widths greater than the distance 
between the opposed straight parts of the continuous edge defining the first portion of 
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the aperture (Fig. 1a). The opposed straight parts of the continuous edge define a 
rectangular central section (Fig. 1a). The cylindrical end sections are adapted to 
matingly fit with the first fastener (Fig. 2a). The cylindrical end sections are adapted to 
one of slidable fit and threadable fit with the first fastener (Fig. 2a). The aperture is 
adapted to provide for a slidable fit of the first fastener with said body along the 
longitudinal axis of said body (Fig. 2a). The aperture defines a slot axis thereof, the slot 
axis being perpendicular to the longitudinal axis of said body (Fig. 1 a). 

Ackeret et al. disclose a kit for use in orthopaedic surgery, the kit comprising: a 
first fastener (Fig. 2a, ref. 11) comprising a shank (Fig. 2a) having maximum outer 
diameter; a second fastener (Fig. 2a, ref. 10) comprising a shank having a maximum 
outer diameter (Fig. 2a); and an intramedullary nail (Fig. 1a, ref. 1 ) (abstract) comprising 
a body (Fig. 1 , ref. 1 ) having two ends and an edge (Fig. 1a, edge near refs. 4 and 5) 
defining an aperture (Fig. 1a, refs. 4 and 5), therethrough the edge being spaced from 
the two ends (Fig. 1a) and including first substantially parallel parts (Fig. 1a, near ref. 6) 
defining a first portion of the aperture (Fig. 1a) sized and shaped to cooperate with said 
first fastener to provide dynamic fixation and having a second curved part (Fig. 1a, 
portion near ref. 4) extending from and connected to said first substantially parallel parts 
(Fig. 1a) defining a curved portion of the aperture (Fig. 1a) sized and shaped to 
cooperate with said second fastener to provide one of static fixation and dynamic 
fixation, the second curved portion of the aperture having a width greater than the 
distance between the first substantially parallel parts of the edge defining the first 
portion of the aperture (Fig. 1 a); and wherein the maximum outer diameter of the shank 



Application/Control Number: Page 4 

10/761,185 

Art Unit: 3733 

of the second fastener is greater than the distance between the first substantially 
parallel parts of the edge defining the first portion of the aperture (Fig. 2b). The first 
substantially parallel edges of the aperture define a rectangular central section (Fig. 1a) 
and the second curved portion of the aperture defines a cylindrical end section adjoining 
the rectangular central section (Fig. 1a). The cylindrical end section is adapted to 
matingly fit with the second fastener. The cylindrical end section is adapted to one of 
slidable fit and threadable fit with the fastener. The body has a longitudinal axis 

r 

extending through at least one of the ends of the body and wherein the aperture is 
adapted to provide for a slidable fit of the first fastener with said body along the 
longitudinal axis of said body. The aperture further includes a second cylindrical end 
section (Fig. 1a, end near ref. 5) opposed to the first mentioned cylindrical end section. 
The aperture defines a slot axis thereof, the slot axis being perpendicular to the 
longitudinal axis of said body (Fig. 1a). 

Ackeret et al. disclose a method for use in orthopaedic surgery comprising: 
providing an orthopaedic surgery kit including a first fastener (Fig. 2a, ref. 1 1 ) 
comprising a shank (Fig. 2a) having a maximum outer diameter (Fig. 2a), a second 
fastener (Fig. 2a, ref. 10) comprising a shank (Fig. 2a) having a maximum outer 
diameter greater than the maximum outer diameter of the first fastener (Fig. 2a), and an 
intramedullary nail (Fig. 2b, ref. 1) having a body defining a longitudinal axis thereof 
(Fig. 2a), the body having an edge (Fig. 1a, edge near refs. 4 and 5) defining an 
aperture (Fig. 1a, refs. 4 and 5) therethrough, the aperture having a first portion (Fig. 
1a) for cooperation with the first fastener to provide dynamic fixation and having a 
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second portion (Fig. 1a) extending from and connected to the first portion for 
cooperation with the second fastener to provide static fixation, the edge continuing 
around and defining both the first and second portions of the aperture (Fig. 1a); cutting 
an incision in the patient (since this must occur prior to inserting the intramedullary nail 
in the bodu); preparing a bone cavity (since the intramedullary canal must have a cavity 
in which it is placed within the body); inserting the nail into the cavity; choosing one of 
static fixation (column 1 , lines 57-67, since the device is to be statically placed within the 
bone, e.g. "contribute to prevent longitudinal displacement of the nail") and dynamic 
fixation for the surgery; selecting one of the first fastener and the second fastener based 
on the choice of one of static fixation (Fig. 2a) and dynamic fixation for the surgery; and 
securing the chosen one of the first fastener and the second fastener into the nail 
wherein the maximum outer diameter of the second fastener is greater than the width of 
the first portion of the aperture (Fig. 2a), and wherein the first fastener is secured in the 
first portion of the aperture if dynamic fixation is chosen and the second fastener is 
secured in the second portion of the aperture if static fixation is chosen (Fig. 2a, 2b). 

Ackeret et al. disclose a kit for use in orthopaedic surgery, the kit comprising a 
first fastener (Fig. 3a, ref. 1 1 ) including a shank (Fig. 3a) having a maximum outer 
diameter (Fig. 3a), a second fastener (Fig. 3a, ref. 1 1 ) including a shank (Fig. 3a, ref. 
1 1 ) having a maximum outer diameter (Fig. 3a), a third fastener (Fig. 3a, ref. 1 1 ) 
including a shank (Fig. 3a) having a maximum outer diameter (Fig. 3a), and an 
intramedullary nail (Fig. 1a, ref. 1) comprising: a body (Fig. 1a, ref. 1) having a first end, 
a second end and an edge (Fig. 1a, edge near refs. 4 and 5) defining an aperture (Fig. 
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1a, refs. 4 and 5) therethrough, the edge defining the aperture being spaced from the 
first and second ends and having a curved part (Fig. 1 , near ref. 4) and opposed straight 
parts (Fig. 1a, near ref. 6), the curved part of the edge extending for more than 180 . 
degrees (Fig. 1a), the aperture being substantially longer in the longitudinal axis than in 
transverse axis (Fig. 1a), the aperture defining an enlarged portion thereof along the 
curved edge (Fig. 1a), the enlarged portion having a diameter (Fig. 1a), the aperture 
having a constricted portion (Fig. 1a, near ref. 6) adjacent and connected to the 
enlarged portion (Fig. 1a) defined by the two opposing straight parts of the edge (Fig. 
1 a), the diameter of the enlarged portion being greater than the distance between the 
two opposing parts of the edge defining the constricted portion of the aperture (Fig. 1a); 
wherein the maximum outer diameter of the shank of the second fastener is great 
enough to allow for static fixation when the second fastener is placed in the enlarged 
portion of the aperture; wherein the first fastener and the constricted portion of the 
aperture are sized to allow for dynamic fixation with a degree of relative movement 
allowable between bone parts and the third fastener and the enlarged portion of the 
aperture are sized to allow for dynamic fixation with a lesser degree of relative 
movement allowable between bone parts. The aperture has a rectangular central 
section (Fig. 1a); and wherein the enlarged portion is in the form of a generally 
cylindrical section and is positioned adjacent an end of the rectangular central section of 
the aperture (Fig. 1a). The cylindrical section of said body is adapted to matingly fit with 
said second fastener. The cylindrical section is adapted to slidably fit with said first and 
third fasteners and threadably fit with said second fastener. The body has a longitudinal 
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axis (Fig. 1a) extending through at least one of the first and second ends and wherein 
the aperture is adapted to provide for a slidable fit of said fastener with said body along 
the longitudinal axis of said body. The aperture further includes a second enlarged 
cylindrical section opposed to the first mentioned cylindrical section (Fig. 1a, near ref. 
5). The enlarged portion is adjacent an end of the aperture (Fig. 1a). 

Ackeret et al. disclose the claimed invention except for the aperture being 
symmetrical about a longitudinal axis extending between the cylindrical portions and 
between the straight parts of the edge; the aperture being symmetrical about a 
longitudinal axis extending from the second curved portion and between the 
substantially parallel parts; the aperture being symmetrical about an axis through the 
enlarged portion and constricted portion. Ackeret et al. does disclose that the shape of 
the slot can be modified (column 3, lines 20-25). 

Sohngen discloses an intramedullary nail that comprises an aperture that is 
symmetrical about a longitudinal axis extending between cylindrical portions and 
between straight parts of an edge (Fig. 1 , ref 54). This symmetry allows for a more 
even distribution of forces throughout the nail once it has been emplaced within the 
bone. 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the bore of Ackeret et al. as being 
symmetrical, since this would allow for a more even distribution of forces throughout the 
nail once it has been emplaced within the bone. 
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With regard to claim 21 , Ackeret et al. disclose the claimed invention except for 
the maximum outer diameter of the first fastener being less that the distance between 
the straight parallel parts of the edge. 

Sohngen discloses an intramedullary nail that comprises a slot that comprises 
straight parallel parts and a fastener that has a maximum shaft diameter that is less 
than the distance between the straight parallel parts of the edge (Fig. 8, ref. 56). This 
allows the slot and the fastener to provide dynamic fixation of an injured bone, since the 
fastener can slide within the slot (paragraph 0045). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the device of Ackeret et al. with a slot and 
fastener as taught by Sohngen, in order to allow the device of Ackeret et al. to provide 
dynamic fixation of an injured bone (paragraph 0045). 

With regard to claims 8, 1 1-16, 18, 20, 22-27, 29, 31 and 32, Ackeret et al. 
disclose the claimed invention except for the intramedullary nail further comprising a 
resorbable component received within one of the cylindrical portions of the aperture and 
engaging the parts of the edge defining the cylindrical portion of the aperture; and the 
maximum outer diameter of the shank of the first fastener being less than the distance 
between the first substantially parallel parts of the edge defining the first portion of the 
aperture 

Sohngen discloses an intramedullary nail (Fig. 2) that comprises a resorbable 
component (Fig. 2, ref. 50)(paragraph 0045) that is found within a cylindrical portion of 
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an aperture (Fig. 2, aperture near ref. 56). The maximum outer diameter of the shank 
(Fig. 14, shank of ref. 32) of the first fastener is less than the distance between the first 
substantially parallel parts (Fig. 8, parallel portions of ref. 56) of the edge defining the 
first portion (since this must be the case in order to allow dynamization to occur). The 
aperture, shank and the resorbable material are used for dynamization, in order to 
decrease the load carried by the fasteners and nail member and transfer the load to the 
fracture as the fracture heals (paragraph 0045). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have utilized a resorbable component as taught by Sohngen 
with the intramedullary nail of Ackeret et al., in order to make the implant dynamic, 
which will work to decrease the load carried by the fasteners and nail member and 
transfer the load to the fracture as the fracture heals (paragraph 0045). 

With regard to claim 32, Ackeret et al. in view of Sohngen disclose the claimed 
invention except for the third fastener. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have constructed the kit of 
Ackeret et al. with a third fastener, since it has been held that mere duplication of the 
essential working parts of a device involves only routine skill in the art. St. Regis Paper 
Co. v. Bemis Co., 193 USPQ 8. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ackeret et 
al. (US Pat. 6,319,253 B1) in view of Emilio et al. (US Pat. 5,814,047). 
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Ackeret et al. disclose the claimed invention except for the body adjacent the first 
mentioned cylindrical end defines internal threads therein; and wherein said body 
adjacent the second cylindrical end defines internal threads therein. The body 
comprises internal threads formed in the body adjacent the aperture; and wherein said 
resorbable component comprises external threads formed thereon for cooperation with 
internal threads of said body. 

Emilio et al. disclose the body adjacent the first mentioned cylindrical end (Fig. 
12, 130) defining internal threads therein (Fig. 12, 131) and the body adjacent the 
second cylindrical end (Fig. 12, 140) defining internal threads therein (Fig. 12, 141) (see 
also Fig. 9), for engagement and guiding of screws (column 5, lines 19-24). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the intramedullary nail of Ackeret et al. with 
the body adjacent the first mentioned cylindrical end defining internal threads therein 
and the body adjacent the second cylindrical end defining internal threads therein, for 
engagement and guiding of screws (column 5, lines 19-24). 

Claims 9, 17, 19, 28 and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ackeret et al. (US Pat. 6,319,253 B1 ) in view of Sohngen (US Pub. 
2003/0195515 A1) in view of Emilio et al. (US Pat. 5,814,047). 

Ackeret et al. in view of Sohngen disclose the claimed invention except for the 
resorbable component comprising external threads formed thereon. 
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Emilio et al disclose the body adjacent the first mentioned cylindrical end (Fig. 
12, 130) defining threads therein (Fig. 12, 131) and the body adjacent the second 
cylindrical end (Fig. 12, 140) defining internal threads therein (Fig. 12, 141) (see also 
Fig. 9), for engagement and guiding of screws (column 5, lines 19-24). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the intramedullary nail of Ackert et al. in 
view of Sohngen with threads in the in the body (e.g. the resorbable component) 
adjacent the first and second cylindrical ends, for engagement and guiding of screws 
(column 5, lines 19-24). 

Response to Arguments 

Applicant's arguments with respect to claims 1-5 and 7-32 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

r 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jerry Cumberledge whose telephone number is (571) 
272-2289. The examiner can normally be reached on Monday - Friday, 8:30 AM - 5:00 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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